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DETAILED ACTION 

* 

Claims 1-14 and 19-33 are presented for examination on the merits. 

Claim Objections 

Claim14 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim, or amend the claim to place the claim in proper dependent 
form, or rewrite the claim in independent form. 

Claim Rejections ■ 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 1-2, 12-21, 23 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. As drafted, claims drawn to a 
composition comprising soluble fiber derivable from fruit of the Musa spp. read on a 
product of nature (for example, as drafted-these claims read upon Musa fruit found in 
nature since they are naturally comprised of soluble dietary fiber). 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1-14, 19-23 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for a composition and a method for treating 
Inflammatory Bowel Disease, does not reasonably provide enablement for a 
composition and a method for the prevention of Inflammatory Bowel Disease. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims. 

Applicants have reasonably demonstrated that a composition comprising an 
effective amount of soluble fiber derived from a fruit of the Musa spp. is useful to treat 
Inflammatory Bowel Disease. However, these claims also encompass using the soluble 
fiber composition to prevent Inflammatory Bowel Disease, which is clearly beyond the 
scope of the disclosed invention. Please note that the term "prevent" is an absolute 
definition which means to stop from occurring and, thus, requires a higher standard for 
enablement than does "treating", especially since it is notoriously well accepted in the 
medical art that the vast majority of afflictions/disorders suffered by mankind cannot be 
totally prevented with current therapies, including preventing Inflammatory Bowel 
Disease, the cause of which is not well understood, as admitted by applicants and as 
cited by Campos et al. (see e.g. abstract). 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1- 14, 19-33 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 1-2, 6, 19, 24-26, are rendered vague and indefinite by the term 
"derivable". It is unclear whether the soluble fiber being referred to is actually derived 
from the source or method which follows the term or if the soluble fiber referred to is 
merely capable of being derived from such a source or method, but is not, in fact, 
derived from that source or method. 

Claim 2 is rendered vague and indefinite by the term "decantable" in line 2. It is 
unclear if the aqueous solution is or is not decanted from homogenized fruit. 

Claims 2, 8-9, 25 are rendered vague and indefinite by the term "fruit". It is 
unclear whether the fresh fruit being referred to is fruit from Musa or if some other fruit is 
being referred to. 

All other claims depend directly or indirectly from rejected claims and are, 
therefore, also rejected under USC 112, second paragraph for the reasons set forth 
above. 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-14 and 19-33 are rejected under 35 U.S.C. 102(b) as anticipated by or, 

in the alternative, under 35 U.S.C. 103(a) as obvious over Fagbemi. 

A composition and method for the prevention or treatment of Inflammatory Bowel 
Disease comprising a therapeutically effective amount of a soluble fiber derivable from 
fruit of the Musa spp. is claimed. Dependent claims include that the fiber is derivable 
from an aqueous solution decantable from homogenized fruit, that the fiber is derived 
from boiling the fruit, that the soluble fiber is treated to remove the starch, that the fiber 
is obtained by chopping fresh fruit and removing any skins and placing in an aqueous 
solution; or freeze drying whole fruit (excluding skins), milling it and placing in an 
aqueous solution; or milling desiccated fruit and placing it in an aqueous solution; or 
taking flour prepared from fruit and placing in an aqueous solution. Further dependent 
claims include nutritional/food products which contain the composition instantly 
claimed/disclosed. 

Fagbemi teaches a composition (flour) obtained from plantains (Musa 
paradisiaca) as well as a method for obtaining the composition. Fagbemi disclosed that 
the flour is produced from plantains which were peeled, sliced, blanched at 100°C 
(boiling), drying, milling and further drying the fruit (see e.g. p. 262 para 2). Please note 
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that boiling the fruit serves to remove starch. The flour disclosed by Fagbemi would 
intrinsically be in the form of a powder. Fagbemi teaches that the flour contains 1 .33- 
2.0g/100g of crude fiber (see e.g. table 1), which would intrinsically contain the soluble 
fiber instantly claimed. Fagbemi further teaches that the flour can be incorporated into 
food and beverage products (see e.g. p. 264 para 2). 

Therefore, the reference is deemed to anticipate the instant claims above. 

In the alternative, even if the claimed extract composition is not identical to the 
referenced extract composition with regard to some unidentified characteristics, the 
differences between that which is disclosed and that which is claimed are considered to 
be so slight that the referenced extract composition is likely to inherently possess the 
same characteristics of the claimed extract composition, particularly in view of the 
similar characteristics which they have been shown to share. Please note that the 
inevitable ingestion of the food product taught by Fagbemi would intrinsically treat 
Inflammatory Bowel Disease with respect to preventing Inflammatory Bowel Disease. 
As drafted, claims drawn to a method of treating Inflammatory Bowel Disease read on 
preventing Inflammatory Bowel Disease in a subject, as administering therapeutic 
compositions for Inflammatory Bowel Disease would intrinsically prevent the condition in 
any subject who does not have Inflammatory Bowel Disease. If necessary, the 
adjustment of particular conventional working conditions (e.g. adding a wash step using 
ethanol) is deemed merely a matter of judicious selection and routine optimization which 
is well within the purview of the skilled artisan. Thus, the claimed extract composition 
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would have been obvious to those of ordinary skill in the art within the meaning of USC 
103. 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if 
not anticipated by the reference, especially in the absence of sufficient, clear, and 
convincing evidence to the contrary. 

With respect to the art rejection above, please note that "the patentability of a 
product does not depend upon its method of production. If the product in [a] product-by- 
process claim is the same as or obvious from a product of the prior art, [then] the claim 
is unpatentable even though the prior [art] product was made by a different process." In 
re Thorpe, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted). Once the examiner 
provides a rationale tending to show that the claimed product appears to be the same or 
similar to that of the prior art, although produced by a different process, the burden 
shifts to applicant to come forward with evidence establishing an unobvious difference 
between the claimed product and the prior art product. In re Marosi, 218 USPQ 289, 
292 (Fed. Cir. 1983). 

Also with respect to the art rejection above, it is noted that the reference 
does not teach that the composition can be used in the manner instantly claimed, 
however, the intended use of the claimed composition does not patentably 
distinguish the composition, per se, since such undisclosed use is inherent in the 
reference composition. In order to be limiting, the intended use must create a 
structural difference between the claimed composition and the prior art 
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composition. In the instant case, the intended use does not create a structural 
difference, thus the intended use is not limiting. Please note that when applicant 
claims a composition in terms of function and the composition of the prior art 
appears to be the same, the Examiner may make a rejection under both 35 
U.S.C. 102 and 103, expressed as a 102/103 rejection (MPEP 2112). 



Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melenie Alonis whose telephone number is (571) 272- 
8037. The examiner can normally be reached on M-F 7:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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